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1. (DISCUSSION) Discuss the evidence to support the efficacy of dry powder mannitol (DPM) 

at a dose of 400 mg twice daily in improving pulmonary function in patients 6 years and older 
with cystic fibrosis. 

 
 

2. (DISCUSSION) Discuss the overall safety profile of DPM. 
 

 
3. (DISCUSSION) Discuss the support for efficacy and the safety profile of DPM in children 

and adolescents 6-17 years of age. 
  

   
4. (VOTE) Considering the totality of the data, is there substantial evidence of efficacy for DPM 

at a dose of 400 mg twice daily for improvement of pulmonary function in patients 6 years 
and older with cystic fibrosis? If not, what further efficacy data should be obtained? 

 
 

5. (VOTE) Is the safety profile for DPM for the maintenance treatment of patients with cystic 
fibrosis sufficient to support approval? If not, what further safety data should be obtained? 

  
 

6. (VOTE) Do the efficacy and safety data provide substantial evidence to support approval of 
DPM at a dose of 400 mg twice daily for the management of cystic fibrosis in patients aged 6 
years and older to improve pulmonary function? If not, what further data should be obtained? 

  
 

 
 
 

  
 


